Notice of Proposed Rule

DEPARTMENT OF CHILDREN AND FAMILIES
Substance Abuse Program
RULE NOS.:
RULE TITLES: 

65D-30.002
Definitions

65D-30.004
Common Licensing Standards

65D-30.0142
Clinical and Operational Standards for Medication-Assisted Treatment for Opioid Use Disorders

PURPOSE AND EFFECT: Adds standards for mobile medication assisted treatment units. Amendments will incorporate updated federal regulatory requirements for methadone medication-assisted treatment programs.

SUMMARY: Amendments include: (1) updates definition, (2) amends CF 1649 to change from an Affidavit to an Attestation of Good Moral Character (3) adds common licensing standards for Mobile Methadone Medication-Assisted Treatment Units, (4) align requirements for methadone medication-assisted treatment programs with federal requirements.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION: 

The Agency has determined that this will not have an adverse impact on small business or likely increase directly or indirectly regulatory costs in excess of $200,000 in the aggregate within one year after the implementation of the rule. A SERC has not been prepared by the Agency. 

A SERC has not been prepared.

The Agency has determined that the proposed rule is not expected to require legislative ratification based on the statement of estimated regulatory costs or if no SERC is required, the information expressly relied upon and described herein: The Department used a checklist to conduct an economic analysis and determine if there is an adverse impact or regulatory costs associated with this rule that exceeds the criteria in section 120.541(2)(a), F.S. Based upon this analysis, the Department has determined that the proposed rule is not expected to require legislative ratification.

Any person who wishes to provide information regarding a statement of estimated regulatory costs, or provide a proposal for a lower cost regulatory alternative must do so in writing within 21 days of this notice.

RULEMAKING AUTHORITY: 397.321(5), 397.4014, 397.410(1) FS.
LAW IMPLEMENTED: 397.311, 397.321, 397.410, 397.4014, 397.4073, 397.4075, 397.4103, 397.4104, 397.411, 397.427 FS.
IF REQUESTED WITHIN 21 DAYS OF THE DATE OF THIS NOTICE, A HEARING WILL BE SCHEDULED AND ANNOUNCED IN THE FAR.

THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Elizabeth Floyd. Elizabeth can be reached at Elizabeth.Floyd@myflfamilies.com or (850)488-2381.

THE FULL TEXT OF THE PROPOSED RULE IS:
65D-30.002 Definitions.
(1) through (43) No change.  
(44) “Mobile Methadone Medication Assisted Treatment Unit” means a vehicle lawfully used at a location other than the providers site  which behavioral health services are provided.
(45) through (87) No change.  
Rulemaking Authority 397.321(5) FS. Law Implemented 397.311, 397.321(1), 397.410 FS. History–New 5-25-00, Amended 4-3-03, 12-12-05, 8-29-19, 6-19-23, 10-20-24. Amended ____________________.
65D-30.004 Common Licensing Standards.
(1) through (3) No change. 
(4) Personnel Policies. Personnel policies shall clearly address recruitment and selection of prospective employees, promotion and termination of staff, code of ethical conduct, sexual harassment, confidentiality of individual records, attendance and leave, employee grievance, non-discrimination, abuse reporting procedures, and the orientation of staff to the agency’s universal infection control procedures. The code of ethical conduct shall prohibit employees and volunteers from engaging in sexual activity with individuals receiving services for a minimum of two (2) years after the last professional contact with the individual. Providers shall also have a drug-free workplace policy for employees and prospective employees.
(a) No change. 
(b) Background Screening Requirements. 
1. through 2. No change.
3. Individuals subject to screening in this subsection shall be re-screened within five (5) years from the date of their last screening results and every five (5) years thereafter. At the time of the initial screening, and with every re-screening, an Attestation Affidavit of Good Moral Character, form CF 1649, (June 2025) (April 2021), which is incorporated by reference and available at http://flrules.org/Gateway/reference.asp?No=Ref-18473 http://www.flrules.org/Gateway/reference.asp?No=Ref-15275, shall be submitted by individuals who are subject to level 2 background screenings.
4. No change. 
(c) through (d) No change. 
(5) through (7) No change.
(8) State Approval Regarding Prescription Medication. In instances where the provider utilizes prescription medication, medications shall be purchased, handled, dispensed, administered, and stored in compliance with the State of Florida Board of Pharmacy requirements for facilities which hold Modified Class II Institutional Permits and in accordance with Chapter 465, F.S. This shall be implemented in consultation with a state-licensed consultant pharmacist and approved by the medical director. The provider shall ensure that policies implementing this subsection are reviewed and signed and dated annually by a state-licensed consultant pharmacist. 
(a) through (b) No change. 
(9) through (19) No change.  
(20) Telehealth Services. 
(a) Providers shall maintain policies and procedures outlining how they will provide services through telehealth as described in subsection 65D-30.003(1), F.A.C. to the extent the service would be delivered if provided through an in-person service delivery with a provider. 
(b) Providers delivering services through telehealth shall provide the service to the same extent the service would be delivered if provided through an in-person service delivery with a provider. 
(c) through (e) are redesignated (b) through (d) No change. 
(21) No change. 
(22) Overdose Prevention.
(a) All licensed providers of clinical treatment services must develop overdose prevention plans. All staff must have a working knowledge of the overdose prevention plan. Overdose prevention plans shall include:
1. No change. 
2. Information about Naloxone, a the medication that reverses opioid overdose, including how to use Naloxone and where and how to access it.
(b) through (c) No change. 
(d) Providers may distribute information about how individuals can obtain additional emergency opioid overdose reversal kits at no cost from other community-based providers in the county through the Department’s Overdose Prevention Program or any other free distribution programs. Providers must offer overdose prevention information, as described in subparagraphs (22)(a)1. and 2. of this rule, to individuals placed on a waitlist to receive treatment services.
(23) Mobile Methadone Medication-Assisted Treatment Units.
(a) General Requirements. Licensed treatment providers may deliver services at an off-site location or from a mobile methadone medication-assisted treatment unit owned and operated by the provider under the provider’s existing license.
(b) Before operating a mobile methadone medication-assisted treatment unit, licensed providers must submit an application for licensure,  form CF-MH 4024, which is incorporated by reference in Rule 65D-30.0036, for a mobile medication-assisted treatment unit and pay applicable fees. 

(c) The Department will review the submitted application and determine if the application is approved or denied. 

(d) For security breaches such as theft and loss, the provider must follow reporting requirements in accordance with 42 CFR Part 8.12(4)(i)(4) and submit a report to the Department’s Incident Reporting and Analysis System (IRAS) in accordance with 65D-30 (17), F.A.C.
Rulemaking Authority 397.321(5), 397.4014, 397.410(1) FS. Law Implemented 397.321, 397.4014, 397.4073, 397.4075, 397.410, 397.4103, 397.4104, 397.411 FS. History–New 5-25-00, Amended 4-3-03, 12-12-05, 8-29-19, 5-10-23. Amended _________________.
65D-30.0142 Clinical and Operational Standards for Medication-Assisted Treatment for Opioid Use Disorders.
(1) General Requirements for Methadone Medication-Assisted Treatment Programs. 
(a) Methadone Medication-Assisted Treatment Program Sponsor. The methadone medication-assisted treatment sponsor, as defined in Rule subsection 65D-30.002(42), F.A.C., of a new provider shall be a licensed health professional and shall have worked in the field of substance use treatment at least five (5) years. The sponsor is responsible for the program operation and assumes responsibility for all its employees, including any practitioners, agents, or other persons providing medical, rehabilitative, or counseling services at the program or any of its medication units. The program sponsor need not be a licensed physician but shall employ a licensed physician for the position of medical director.
(b) Medical Director. The medical director of a provider shall be a licensed physician and have a minimum of two (2) years’ experience treating substance use disorders.
(c) Special Permit and Consultant Pharmacist.
1. Special Permit.
a. All providers shall obtain a special pharmacy permit from the State of Florida Board of Pharmacy. New applicants shall be required to obtain a special pharmacy permit prior to licensure by the Department.
b. Providers obtaining a special pharmacy permit shall hire a consultant pharmacist licensed by the state of Florida.
2. through 3. are redesignated 1. through 2. No change.  
(d) All licensed pProviders shall develop policies and procedures for the treatment of pregnant women as outlined in 42 CFR 8.12(f)(3).
1. Prior to the initial dose, each woman female shall be fully informed of the risks of taking and not taking methadone during pregnancy, including possible adverse effects on the mother or fetus. If the medication is not taken, risk includes withdrawal syndrome which has been associated with fetal demise. The individual shall sign and date a statement acknowledging this information. Pregnant women shall be seen by the physician or their qualified designee as clinically advisable. The physician or qualified medical designee must document in the clinical record that the pregnant woman individual was informed of the risks in this paragraph.
2. Pregnant individuals shall be informed of the opportunity and need for prenatal care by referral to publicly or privately funded health care providers. The provider shall establish a documented system for referring individuals to prenatal care. 
3. In the event there are no publicly funded prenatal referral resources to serve those who are indigent, or if the individual refuses the services, the provider shall offer her basic prenatal instruction on maternal, physical, and dietary care as part of its counseling service. The nature of prenatal support shall be documented in the clinical record.
4. When the individual is referred for prenatal services, the practitioner to whom she is referred shall be notified that she is undergoing methadone medication-assisted treatment and provided treatment plans addressing pregnancy and post-partum care. Documentation of referral shall be kept in the clinical record. If a pregnant individual refuses referral and prenatal instruction and counseling, the provider shall obtain a signed statement from the individual acknowledging that she had the opportunity for the prenatal care but declined.
5. The physician shall sign or countersign and date all entries related to prenatal care.
6. is redesignated 2. No change. 
(e) Minimum Responsibilities of the Physician. Physicians must adhere to best practice standards for an individual receiving methadone medication-assisted treatment. Best practices are evidence-based practices which are subject to scientific evaluation for effectiveness and efficacy. Best practice standards may be established by entities such as the Substance Abuse and Mental Health Services Administration, national trade associations, accrediting organizations recognized by the Department, or comparable authorities in substance use treatment. In addition, the responsibilities of the physician include the following:
1. through 4. No change. 
5. The initial assessment for methadone medication-assisted treatment must be conducted in accordance with 42 CFR 8.12(f)(2). shall be conducted in person. Each subsequent assessment shall be conducted, either in-person or via telehealth, with each individual at least annually, including evaluation of the individual’s physical/medical status, progress in treatment, and justification for continued maintenance or medical clearance for voluntary withdrawal or a dosage reduction protocol. The assessment shall be conducted by a physician or a P.A. or A.P.R.N. under the supervision of a physician. The protocol shall include criteria and the conditions under which the assessment would be conducted more frequently.
(f) Central Registry.
1. Providers shall register and participate in the Department-approved electronic registry system for individuals receiving methadone medication-assisted treatment services. The registry is used to prevent the enrollment of individuals at more than one (1) provider and to facilitate continuity of care in the event of program closure and guest dosing verification. The registry shall be implemented in compliance with 42 Code of Federal Regulations, §2.13. The provider must submit to information gathering activities by the Department SOTA for state planning purposes.
2. through 5. No change. 
(g) Wait lists. 
1. Providers must maintain wait list data for individuals seeking care but unable to enroll within 24 hours of first contact requesting initiation of methadone medication assisted treatment. 
2. When an opening is available, providers must make at least one (1) attempt to contact the next prospective individual on the waiting list and maintain a system of documenting attempts. Documentation shall include at a minimum: date of attempted contact, individual’s name, date of birth, address, and contact information.
3. Priority must be given to pregnant women woman and HIV-positive individuals.
(h) Operating Hours and Holidays. 
1. No change.
2. All providers shall be open Monday through Saturday. Providers shall have medicating hours and counseling hours that accommodate individuals, including two (2) hours of medicating time accessible daily outside the hours of 9:00 a.m. to 5:00 p.m. 
3. Providers are required to medicate on Sundays according to the needs of the individual. This includes individuals on Phase 1, individuals on a 30 to 180-day detoxification regimen, and individuals who need daily observation. Providers shall develop policies and procedures for Sunday coverage. 
4. No change. 
5. When holidays are observed, all individuals shall be given a minimum of a seven (7)-day notice of any changes to the hours of operation. 
6. When applying for a license, providers shall inform the respective program offices of their intended holidays. In no case shall two (2) or more holidays occur in immediate succession unless the provider is granted an exemption by the state and federal authority. Take home doses Take-out privileges shall be available to all eligible individuals during holidays, if clinically advisable. Services shall be accessible to individuals for whom take-home medication is not clinically advisable. Individuals who fall into this category shall receive a minimum of seven (7) days notification regarding arrangements and exact hours of operation.
(2) Maintenance Treatment Standards for Methadone Medication-Assisted Treatment Programs.
(a) Eligibility Criteria for Methadone-Assisted Treatment Programs Standards for Placement.
1. An individual, including children under 18 years of age, may be treated only if the physician, or their qualified designee identified in accordance with the medical protocol established in subsection 65D-30.004(7), F.A.C., determines the individual meets one of the criteria that is appropriately documented in the individual’s clinical record. Determining Addiction and Placement.
a. An individual aged 18 or over shall be placed in treatment only if the physician, or their qualified designee identified in accordance with the medical protocol established in subsection 65D-30.004(7), F.A.C., determines that the individual is currently physiologically addicted to opioid drugs and became physiologically addicted at least one (1) year before placement in methadone medication-assisted treatment. 
b. A one (1)-year history of addiction means that individuals seeking placement in methadone medication-assisted treatment were physiologically addicted to opioid drugs at least one (1) year before placement and were addicted continuously or episodically for most of the year immediately prior to placement with a provider. 
c. In the event the exact date of physiological addiction cannot be determined, the physician or their qualified designee may admit the individual to treatment if, by the evidence presented and observed, and utilizing reasonable clinical judgment, the physician or their qualified designee concludes that the individual was physiologically addicted during the year prior to placement. Such observations shall be recorded in the clinical record by the physician or their qualified designee.
d. through e. are redesignated 2. through 3. No change.  
2. through 3. are redesignated 4. through 5. No change.  
(b) No change.
(c) Exemption from Minimum Standards for Placement.
1. An individual who has resided in a penal or chronic-care institution for one (1) month or longer may be placed in treatment within 14 days before release or within 6 months after release from such institution. This can occur without documented evidence to support findings of physiological addiction, providing the individual would have been eligible for placement before incarceration or institutionalization, and in the reasonable clinical judgment of the physician or their qualified designee, methadone medication-assisted treatment is medically justified. 
2. through 3. No change. 
(d) Pregnant women individuals.
1. Pregnant women individuals, regardless of age, who have had a documented addiction to opioid drugs in the past and who may be in direct jeopardy of returning to opioid drugs, may be placed in methadone medication-assisted treatment. For such individuals, evidence of current physiological addiction to opioid drugs is not needed if a physician or their qualified designee certifies the pregnancy and, in utilizing reasonable clinical judgment, finds treatment to be medically justified. 
2. Pregnant women individuals may be placed on a medication-assisted treatment regimen using a medication other than methadone only upon the written order of a physician who determines this to be the best choice of therapy for that individual. 
3. No change. 
(e) Readmission to Treatment.
1. Up to 2 years after discharge or detoxification for opioid use disorders, and individual who has been previously involved in methadone medication-assisted treatment may be readmitted without evidence to support findings of current physiological addiction. This can occur if the provider is able to document prior maintenance treatment of six (6) months or more and the physician or their qualified designee, utilizing reasonable clinical judgment, finds readmission to treatment to be medically justified. 
2. No change.
(f) No change.
(g) Methadone Take-home Medications Privileges.
1. through 3. No change. 
4. The requirement of time in treatment and participation is a minimum reference point after which an individual may be eligible for take-home medications privileges. The time in treatment reference is not intended to mean that an individual in treatment for a particular length of time has a right to take-home methadone. Regardless of time in treatment, the physician, state or federal authorities with cause, may deny or rescind the request for take-home medications privileges of an individual.
5. In the event of a disaster that prompts a program-wide exemption authorized by SAMHSA and the Department SOTA in advance, providers must make appropriate arrangements for unstable individuals to obtain their medication.
(h) Take-home Medication Doses Phases. To be considered for take-home privileges, all individuals shall be in compliance with criteria as stated in 42 CFR 8.12(i)(2). 
1. To be considered for take-home medications, all individuals shall be in compliance with criteria as stated in 42 CFR 8.12(i)(2). Differences in the nature of abuse potential in opioid treatment medications determine the course of treatment and subsequent take-home privileges available to the individual based on progress, participation, and circumstances. The assessment and decision approving all take-homes shall be documented in the individual’s clinical record, signed and dated by the physician. 
2. Take-home privileges shall be limited to the following:
a. During the first 90 days of treatment, the take-home supply is limited to a single dose each week. The individual shall ingest all other doses under appropriate medical supervision.
b. In the second 90 days of treatment, the take-home supply is limited to two doses per week.
c. In the third 90 days of treatment, the take-home supply is limited to three doses per week.
d. In the remaining months of the first year, an individual may be given a maximum of six-day supply of take-home medication.
e. After one year of continuous treatment, an individual may be given a maximum two-week supply of take-home medication.
f. After two years of continuous treatment, an individual may be given a maximum of one-month supply of take-home medication, but must make monthly visits.
3. is redesignated 2. No change. 
(i) Transferred Individuals and Take-Home Medication Doses Privileges. 
1. Any individual who transfers from one (1) provider to another within the state of Florida shall be eligible for placement on the same phase provided that verification of enrollment and compliance with program requirements is received from the previous provider prior to implementing transfer. The physician at the previous provider shall also document that the individual met all criteria for their current phase and are at least on Phase I.
2. No change. 
(j) Transfer Information. When an individual transfers from one (1) provider to another, the referring provider shall release the following information:
1. through 6. No change. 
7. A written summary of the individual’s last three (3) months of treatment;
8. through 9. No change. 
(k) Exemptions from Take-Home Medication Dosing Requirements Privileges and Phasing Requirements.
1. Exemptions for Disability or Illness.
a. If an individual is found to have a physical disability which interferes with the individual’s ability to conform to the applicable mandatory schedule, the individual may be permitted a temporary or permanently reduced schedule by the physician and, at the discretion of the Department SOTA and federal authorities, provided the individual is also found to be responsible in handling opioid treatment medication, is making progress in treatment, and is providing drug screens free of illicit substances. 
2. Temporary Reduced Schedule of Attendance
a. through b. No change. 
c. The necessity for an exemption from a mandatory schedule is to be based on the reasonable clinical judgment of the physician or qualified designee. Such determination of necessity shall be recorded in the clinical record by the physician or their qualified designee who shall sign and date these entries. An individual shall not be given more than a 28 14 day supply of methadone at any one time unless an exemption is granted by the state methadone authority and by the federal government. The state and federal authorities shall review exemption requests and render a decision in accordance with the criteria identified in 42 CFR 8.12(i)(1) and (2).
3. No change. 
4. Other Travel.
a. Any exemption that is granted to an individual regarding travel shall be documented in the clinical record. Such documentation shall include tickets prior to a trip, copies of boarding passes, copies of fuel receipts, lodging receipts, or other verification of the individual’s arrival at the approved destination. If travel is due to medical treatment, documentation shall include a physician’s note or related documentation from the physician or qualified designee. Generally, special take-homes shall not exceed 28 27 doses at one (1) time. Request for take-homes medication in excess of 28 27 doses must be submitted for approval through SAMHSA/CSAT Opioid Treatment Program Extranet for federal and state approval. The state and federal authorities shall review these requests for take-homes medication in excess of 28 27 doses and render a decision in accordance with the criteria identified in 42 CFR 8.12(i)(1) and (2).
b. No change. 
(l) Random Drug Screening.
1. Individuals in the first six (6) months of treatment shall be required to submit to at least one (1) monthly random drug screen.
2. Individuals who are on Phase III or higher shall be required to submit to a minimum of eight (8) random drug screens per year of an individual’s treatment plan.
3. All drug screens shall be conducted by direct observation, or by another accurate method of monitoring in order to reduce the risk of falsification of results. Each specimen shall be analyzed for opioids, methadone, buprenorphine, amphetamines, benzodiazepines, fentanyl, and cocaine. If there is a history of prescription opioid analgesic abuse, an expanded toxicology panel that includes these opioids shall administered. Additional testing is based on individual patient need and local drug use patterns and trends.
4. The physician or their qualified designee shall review all positive drug screens from illicit substances in accordance with the medical protocol established in subsection 65D-30.004(7), F.A.C.
(m) through (o) No change. 
(p) Withdrawal from Maintenance.
1. through 2. No change. 
3. An individual being withdrawn from treatment shall be closely supervised during withdrawal. A dosage reduction schedule shall be mutually agreed upon established by the physician or qualified designee and the individual and documented in the clinical record. The treatment must be reduced at an identified pace determined by a medical physician or medical designee to minimize risk for the individual. In the event withdrawal is clinically inadvisable, justification must be kept in the clinical record, signed and dated by the physician or qualified designee and the individual.
(q) Services.
1. No change. 
2. Counseling.
a. Each individual receiving methadone medication-assisted treatment shall be provided access to substance use disorder counseling and psycoeducation in accordance with 42 CFR 8.12(f)(5). receive regular counseling. A minimum of one (1) counseling session per week shall be provided to individuals through the first 90 days. A minimum of two (2) counseling sessions per month shall be provided to individuals who have been in treatment for at least 91 days and up to one (1) year. A minimum of one (1) counseling session per month shall be provided to individuals who have been in treatment for longer than one (1) year.
b. A counseling session shall be at least 30 minutes in duration, conducted in a private setting room, and shall be documented in the clinical record.
c. No change. 
(r) Overdose Prevention.
1. All licensed providers must develop overdose prevention plans. Overdose prevention plans must be shared with individuals upon admission and discharge from medication-assisted treatment, regardless of the reason for discharge. Plans must also be shared with individuals placed on a waitlist to receive treatment services. Overdose prevention plans shall include, at a minimum:
a. Education about the risks of overdose, including having a lower tolerance for opioids once the individual is no longer on medication-assisted treatment;
b. Information about Naloxone, the medication that reverses opioid overdose, including where and how to access Naloxone in the county of residence;
c. For providers who maintain an emergency overdose prevention kit, a developed and implemented plan to have staff trained in the prescribed use and the availability of the kit for use during all program hours of operation.
(3) Medication Units for Methadone Medication-Assisted Treatment Programs.
(a) A provider that currently holds a state license and who has either exceeded site capacity or has a significant proportion of individuals in treatment with a travel burden, may apply to the Department SOTA to establish a medication unit. The provider must be in compliance with the Department and applicable regulating agencies. The licensed provider and medication unit must be owned by the same provider.
1. Medication units include both mobile units and brick and mortat facilities and serve as an extension of the provider’s licensed clinic.
2. The provider must be in compliance with the Department’s licensing regulations. 
(b) A medication unit’s services shall comply with the requirements 42 CFR 8.2 and 42 CFR 8.11(h)(i).
(c) Providers interested in establishing a medication unit must submit an application, that is incorporated by reference and available in Rule 65D-30.0036, F.A.C. a written proposal to the Department through the Department’s statewide electronic system specific to licensure, which can be accessed at https://www.myflfamilies.com/services/licensing/samh state authority for review and approval. Applications Proposals must include the following for consideration of approval:
1. Description of proposed medication unit. Include description of target population, geographical catchment area, physical location/address, proposed capacity, and hours of operation;
2. Justification of need for medication unit. Provide explanation on why currently licensed facilities are insufficient and how the proposed medication unit addresses unmet need;
3. through 5. are redesignated 2. through 4. No change.  
6. Plans to secure proper zoning before medication unit opening; and
7. is redesignated 5. No change. 
8. An affirmative statement that the primary full-service program agrees to retain responsibility for care;
9. An affirmative statement that the medication unit is limited to administering and dispensing the narcotic treatment medications and collecting samples for drug screening or analysis.
(d) Medication units must open within two (2) years of receiving approval. Providers who are delayed for a reason other than a natural disaster may petition the Department for a rule waiver pursuant to Section 120.542, F.S.
(e) Emergency Operations of a Mobile Unit for Methadone. Providers shall develop a written plan for disaster preparedness and include plans to secure, operate, and staff the mobile methadone unit. 
(4) Medication-Assisted Treatment for Opioid Use Disorder provided outside registered Opioid Treatment Programs. Best Practices. All licensed providers shall comply with best practices as defined in paragraph (4)(e) of this rule.
(a) Buprenorphine Products. Qualified medical personnel licensed to practice in the state of Florida and meeting all federal requirements can prescribe buprenorphine to individuals under their license. Medical personnel shall comply with federal regulations related to buprenorphine products.
(b) Naltrexone Products. Naltrexone can be prescribed by any healthcare provider who is licensed to prescribe medications. Healthcare providers must meet all federal requirements and shall conform to federal regulations related to naltrexone products.
(c) Providers shall adhere to the prevailing federal and state requirements regarding the use of opioid treatment medications in the maintenance treatment of women who are or become pregnant during the course of treatment.
(5) Other Medications.
(a) Buprenorphine Products. Qualified medical personnel licensed to practice in the state of Florida and meeting all federal requirements can prescribe buprenorphine to individuals under their license. Medical personnel shall comply with federal regulations related to buprenorphine products.
(b) Naltrexone Products. Naltrexone can be prescribed by any healthcare provider who is licensed to prescribe medications. Healthcare providers must meet all federal requirements and shall conform to federal regulations related to naltrexone products.
(c) Providers shall adhere to the prevailing federal and state requirements regarding the use of opioid treatment medications in the maintenance treatment of individuals who are or become pregnant during the course of treatment.
This rule shall remain in effect for a period of five years after its effective date and shall be reviewed by the Department for its continued necessity at least 90 days before its expiration. 
(6) This rule will be reviewed and repealed, modified, or renewed through the rulemaking process five years from the effective date.
Rulemaking Authority 397.321(5) FS. Law Implemented 397.311(26), 397.321, 397.410, 397.427 FS. History–New 8-10-20, Amended 5-19-22. Amended _______________________.
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